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HAUWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

MEAVNUWNHCKWE N3AENNA ANA OUNATHOCTUKN UH BUTPO
YacTtb 1

ABTOMAaTMYECKME aHaMN3aToPbl AN GUOXUMNYECKNX UCCNEefOBaHU.
TexHunyeckve TpeboBaHNA ANS rOCyfapCTBEHHbIX 3aKynokK

In vitro diagnostics medical devices. Part 1. Automatic analyzers for biochemical assays.
Technical requirements for public procurement

fata BBegeHns — 2015—06—01

1 O6nacTb NpUMeEHEHNS

HacToswwii cTaHAapT onNucbIBaeT NpaBuia COCTaB/IEHUA TEXHUYECKUX TPEGOBAHWI NN TEXHUYECKNX
3agaHnii (T3) ANa rocyaapcTBEHHbIX 3aKymnoK BbICOKOTEXHOMOMMYHOTO labopaTopHOro o60pyAoBaHna — aB-
TOMATUYECKNX aHanM3aTopoB AN8 OGMOXMMUYECKUX UCCNefOBaHW WH BUTPO B YC/IOBUAX MELULMHCKUX
na6opartopuii.

HacToswumii cTaHAapT npegHasHayeH Ans NPUMEHEHWUs YNOIHOMOYEHHbIMU NMLAMU TOCYAAaPCTBEHHbIX
3aKa34MKOB NpY COCTAB/IEHUN TEXHUYECKNX TPEOOBaHW K aBTOMATUYECKUM aHanM3aTopam 151 GUOXMMUYECKUX
nccnegoBaHuii B paMkax KOHKYPCHOM, ayKLMOHHOW WM KOTUPOBOYHOI AOKYMEHTauun perfiamMmeHTUpoBaHHOM
LN Leneii rocyAapCcTBEHHbIX 3aKynoK aBTOMaTUYeCkUX aHa/IM3aTopoB A1 BUOXUMUYECKUX UCCea0BaHNA.

2 HopmaTunBHbIe CCbINKK

B HacToswem cTaHAapTe UCnofib30BaHbl HOPMATMBHbIE CChISIKM Ha cneytolme cTaHgapThbl:

FOCT 18996—80 AHanusatopbl 6M0NOrMYECKNX XUAKOCTEN MeANLMHCKNE. TepPMUHbI U ONpeseneHns

FOCT P 52361—2007 KOHTpO/sb 06bekTa aHanMTUYecknin. TepMuHbl 1 onpegeneHns

FOCT P 52905—2007 JlabopaTopun meguunHckme. TpeboBaHma 6e30nacHOCTM

FOCT P 53022-2—2008 TexHosorum nabopatopHble KNnHuyeckne. TpeboBaHUA K Ka4eCcTBY KNUHUYeC-
Knx nabopaTopHbIX nccnepoBaHnii. Yactb 2. OueHka aHa/MTM4eckoin HafieXXHOCTU MeTof0B uccnefoBaHns
(TOYHOCTb, YyBCTBUTELHOCTb, CNELNGUNUYHOCTL)

FOCT P NCO 15189—2009 J/labopatopum meguumHckme. YacTHble TpeboBaHMsA K kauecTBY U Komne-
TEHTHOCTH

FOCT ISO 9000—2011 CwucteMbl MeHe)KMeHTa KayecTBa. OCHOBHbIE NOMOXEHNSA U CNoBapb

FOCT ISO 11737-1—2012 Crtepunusauusi MmeguuMHCKUX m3genuii. Mukpobuonormyeckne MeTofbl.
YacTb 1. OueHka nonynaumum MUKpoOOpraHn3mMoB Ha NpoayKumm

MpumeyaHune — Mpy NONL30BAHUN HACTOALWMM CTaHAAPTOM Lienecoo6pasHo NpoBepuTb AelicTBUE CCbIIOY-
HbIX CTaHAapToB B MWHMOPMALMOHHON cucTeMe o06LWEro nonb30oBaHWA — Ha odmumanbHOM caiite ®epepasnbHOro
areHTCTBa N0 TEXHUYECKOMY perysivMpoBaHWi0 U MeTpPosiorMn B ceTu VIHTEepHeT Wau No exerofHoMy WHOPMaLNOHHOMY
ykasartesno «HaunoHanbHble cTaH4apTbl», KOTOPbIA 0Ny6/1MKOBAH NO COCTOSAHMIO HA 1SHBapsA TekyLlero roga, u no Bbinyc-
Kam exemeca4yHoro MHopMaLMoHHOro ykasaTensa «HaunoHanbHble cTaHfapTbi» 3a TeKylWmnii rog. Ecnn 3ameHeH ccbinoy-
HbIA CTaHAAPT, Ha KOTOPbIA AaHa HefaTWpOBaHHAs CCblJKa, TO PeKOMeHAyeTCs UCMo/b30BaTb AECTBYIOLLYI0 Bepcuio
3TOro cTaHAapTa C y4eTOM BCeX BHECEHHbIX B JaHHY0 BEPCUI0 U3MEHEHWIA. ECi 3aMeHeH CCbITI0YHbIN cTaHjapT, Ha KOTo-
pbiii faHa gaTupoBaHHas ccblfika, TO peKoMeHAYeTCst UCMOMNb30BaTb BEPCUID ITOrO CTaHapTa C yKas3aHHbIM Bbllle rofoM
yTBEpXAeHUa (MpUHATUA). Ecnmn nocne yTBepXAeHUs HacTOSLLEero ctaHjapTta B CCbIIOYHbIA CTaHAApPT, Ha KOTOpbIi JaHa
faTupoBaHHasa ccbifika, BHECEHO N3MEHEHWe, 3aTparnBalollee nosioXeHne, Ha KOTOpoe AaHa CCblsika, TO 3TO MOJIoXeHNe
pekomeHAyeTCA NpUMeHATb 6e3 yyeTa AaHHOro U3MeHeHus. Ecnu cebinoyHbI cTaHfapT OTMeHeH 6e3 3aMeHbl, TO Mosio-
XeHune. B KOTOPOM [laHa CCblfika Ha Hero, pekoMeHAyeTCs NPUMEHATb B YacTu, He 3aTparnBaloLLeil aTy CCbinky.

M3paHne oduymnanbHoe
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3 TepMuHbI, onpefeneHns n cokpalleHuns

B HacTosem cTaHjapTe NpUMeHeHb! criedytolive TeEPMUHbI C COOTBETCTBYIOLLMMM OnpeaeneHnamu:

3.1 aBTOMaTM4eckuii aHanusaTop ANA ONOXMMUYECKUX uccregoBaHuii: Mprubop, NO3BONSIOLLMIA
NPOBOAUTb aHaNUTUYECKMI 3Tan GUOXMMUYECKMX UCCNef0BaHN C MOMeHTa naeHTudmkauum obpasua 6noma-
Tepuana 4yesioBeka aHa/M3aTopoM [0 MOJlyYeHWUs BU3yasM3npoBaHHOIO pesynbTara uccnefoBaHns 6e3 eme-
waTenscTsa oneparopa B paboTy npuéopa.

MpumeuyaHue — Mog AaHHOE ONpPeAEsiEHNE NONAJAIT ApYyrne 6UOXMMUYECKNE aHaIN3aTopbl C aBTOMaTu3a-
Lueli npolecca uccnesoBaHuii, HaNnpuMep: aBToMaTnyeckne 6UOXMMUYEcKUe aHanu3aTopbl, aHansaTopbl GuoxmMmmuyec-
KME aBTOMATUYECKME U Ap.

3.2 aHa/MT: KOMMOHEHT Npo6bl, yKasaHHbI B HA3BaHWUU UCCNIeAyeMOro CBOMCTBa WK U3MepsieMoli Be-
JNINYUHBI.
MpumevyaHunsn
1 B knnHW4Yeckoii NabopaTOPHOI AMarHoCTUke aHannTbl MOTYT UMeTb Pas/InyHbIi XapakTep:
a) hr3myeckmx CBOICTB;
6) XMMWUYECKNX 3/1IEMEHTOB, MOHOB, HEOPraHNYEeCKNX MOeKy;
a) OpraHUYeckux CTPYKTyp C Masoil MONEKYIAPHOI MacCoiA.
r) MakpoMOJsieKy/a C U3BECTHOW MU NPUGIN3NTENBHO YCTAHOBIEHHOW CTPYKTYPOIA 1 cneunduyecknmy 6nosno-
rmyeckMmu ceoiictTBamu;
[1) KNEeToK, UX CTPYKTYPHbIX 3/IEMEHTOB U/IN KNIETOUYHbIX CUCTEM.
e) MuKpoopraHuaMoB (6akTepuun, BUPYChbl, & Takke rpubbl M napasntapHble opraHn3Msl pasMepom 4o 1 Mm), nx
CTPYKTYpbl 1 CBOWCTB.
2 ApantupoBaHo [FTOCT P 52361. ctatba 17].

3.3 6uonoruyecknii matepuan: Buonormyeckme XugKoCcTH, TKaHU U 3KCKPETbI YesoBeka [8].

MpumeyaHne —

Buomatepuasibl YenoBeka NpeAcTaBsioT COB0M CIOXKHbIE CUCTEMbI CMECH PAa3/INUYHBIX BELLECTB U K/IETOK, AB/ISI0-
LLMXCS KOMMOHEHTaMM, TO CTb OYEPUEHHBIMU YACTSIMU CUCTEMbI. B aHaNUTUKe KOMMOHEHTLI CUCTEMbI MOAPA3AENSIOT Ha
«@HaNNTbI». «<KOHKOMWUTAHTbI» U «PACTBOPUTENIN»; NOCNEAHNE 4BA BUAA KOMIOHEHTOB 0603HAYAIOT KaK «Martpuuy». Mar-
puULa OXBaTbIBAET BCE KOMMOHEHTbI MaTepUasibHOM CUCTEMbI, UCK/TIOYAs aHaINT.

[FOCT P 53022.2—2008 YacTb 2. nyHkT 3.2]

3.4 6ronornyeckme XuaKocTn: XXuagkocTu opraHn3Ma YesnoBeka U X KOMMOHEHTbI: KpOBb, MOYa, JMK-
BOP. Mm@, CekpeTbl, CbIBOPOTKA, Niasma, naeBpasibHas XWAKOCTb, C/IIOHA, aMHUOTUYECKas XUAKOCTb, 35KY-
naT nap.

3.5 6noxumuyeckne uccnegoBaHus: MccnegoBaHusa 61MONOrMYECKUX XUAKOCTEW YenoBeka Ans Bbl-
ABNEHNA M3MEHeHul cocTaBa 6uoMatepurana u KOHLEeHTpaLunii KOHKPETHbIX BELLLECTB UM XMMUYECKNX Coeu-
HEHWIA C LieNbio NoNyYeHns MHhopMaL M O NPOTEKAHNU XU3HEHHO BaKHbIX NPOLLECCOB B OpraHn3Me YesioBeka
4719 OLEHKN COCTOSIHWSA BCEro opraHnsma, CUCTeM OpraHoB MM KOHKPETHbIX OpPraHoB.

K 61MoXmmmnyeckmMm nccnefoBaHnam OTHOCSATCS KONIMYECTBEHHbIE U NOMTYKO/IMYECTBEHHbIE UCCIe0BaHNsA
r/110KO3bl U MeTaboIMTOB YrNeBOAHOTO 06MeHa, 6eIKOB M aMUHOKWCIIOT, HU3KOMOJEKYISIPHbIX a30TUCTLIX Be-

LLEeCTB. MUIMEHTOB, MNUA0B, (hEPMEHTOB, HEOPTraHMYECKMX BeLLecTB, cneumduryeckux 6eKoB, HapkoTuyec-
KUX. TOKCUYECKUX W NIEKAPCTBEHHbIX BELLECTB.

3.6 BanvpauuA: loaTBepxAeHne NocpeacTBoM npeactasieHnst 06BLEKTUBHbLIX CBUAETELCTB TOrO,
uTo TpeboBaHuA, nNpegHasHauYeHHble 41 KOHKPETHOTO MCNO/b30BaHNA UK NPUMEHEHUA, BbINOJHEHbI.
[FOCT I1SO 9000—2011, nyHkT 3.8.5]

MpumevyaHuns
1 [oOKyMEHTMPOBAHHbLIE UCTbITAHNS, 3aNUCU U 06 BACHEHUS PE3Y/IbTATOB, HEOBXOANMbBIE /151 MOATBEPXKAEHMUS TOTO,
4TO MpoLecc HEN3MEHHO faeT pe3ynbTaT, B COOTBETCTBUM C ONpeAeeHHbIMU TPe6OBaHNSM.

2 Banupauusi METOAMKU 3aK/ouaeTcs B CEPUM UCCNeA0BaHWii ANa onpefeneHns aheKTUBHOCTY 1 BOCNPOU3BO-
AUMOCTU MeTofa UCMbITaHWA.

3.7 BTOpMYHasa npobupka: Mpobupka nnm nHoi cocys, B KOTOPbI BHOCUTCA Npo6a nocne Heobxoau-
MOV NpeaHanuTU4Yeckoin o6paboTKu.

3.8 BbICOKOTEXHO/IOTMYHOE nabopaTtopHoe obopyaoBaHue: MNpubopsbl, annapaTbl, 060pyAoBaHue
[N NPOBEeAEHUS KTMHUYECKUX NaGopaTopHbIX NCCMeA0BaHNI, HanpaBieHHbIX Ha OLEHKY COCTOSIHWSA OpraHus-
Ma 4yenioBeka, NpoM3BeAeHHbIE C UCMOJIb30BAHNEM COBPEMEHHBIX OCTUXKEHUI B 06/1aCTH 3/1EKTPOHKKM, NPO-
rpammHOro obecneyeHns, PO60TOTEXHUKM U APYTUX BbICOKOTEXHOMOMMYHbIX 061acTeli NPOMBbILLIEHHOCTY.

2
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3.9 eAuHMUa BENNUYUHBI: PUKCMPOBAHHOE 3HAYEHWNE BENUMHBI, KOTOPOE NPUHATO 3a eAWHULY AaHHOW
BE/INUMHBI U NPUMEHSAETCA 419 KOIMYECTBEHHOTO BblPaXeHUS OAHOPOAHBIX C Heli BeNnyMH. [3]

3.10 n3mepeHue: [pouecc (COBOKYMHOCTb onepauuii) akcnepuMeHTasbHOro NoslyvyeHus 0fHOro Uau
6o0n1ee 3Ha4YeHUi BenuuuHebl. (7)

MpumevaHnsa

1 Otanbl NpoBefeHNs U3MepeHns oT NoyyYeHns npobel, NpeobpasoBaHns aHanuTa a popmy yao6Hyo Ana nsmepe-
HUS. NOMlyYEeHNS BENVNYMH B CPeACTBE M3MEPeHUs 1 06paboTkmn NosyYeHHbIX pe3ynbTaToB SABASATCA YacTAMU npouecca
n3mepeHus. B pesynbTate npouecca W3mMepeHust MoryT 6biTb NOMyYeHbl KOIMYECTBEHHbIE MM KauyeCTBEHHble AaHHble,
npegcraBnaolWe 3HauMMyo Ana ANarHocTukn nHgopmauuio.

2 KayecCTBeHHble flaHHble — pe3y/bTaT, No/y4YeHHbI AUXOTOMUYECKUM Ae/IeHNEM MO KaKkoMy-TO MpU3HakKy.

Mpumep — flaHHble UMMYyHO(bepMeHTHoao aHanusa (MPA) Ha Hanuume WHPULUPOBAHHOCT U NauueHTa
onpepgenseTCca N0 NpU3HaKy onTu4yeckoil nnoTHocTM (ONM) Nnpobbl 60nblie nan MeHblie O KPpUTUYECKOTo B
[LaHHOol cucTeme.

3 Ku3mepeHuto He OTHOCATCA BU3yasibHOe Ucc/iefoBaHue CBOWCTB, Hanpumep, LBeTa.

4 depepanbHble OpraHbl UCMOMHWTENbHOW BNACTW, OCyLLeCTBASOWME HOPMaTUBHO-NPaBOBOE perynvpoBaHie B
obnacTsax geaTenbHOCTU (34paBOOXpaHeHuns), onpeaensanT N3IMepeHus, oTHocALWmMecs K cpepe rocysapcTBEHHOrO pery-
nmpoBaHusa obecneyeHns eANHCTBA U3MEPEHWIA, 1 yCTaHaBIMBaIOT K HUM 0b6a3aTe ibHble MeTposiornyeckme TpeboBaHus, B
TOM 4ucne nokasaTenu TOYHOCTU U3MepeEHUit. (3)

3.11 wuHTerpaums obopygosaHus: Npouecc TEXHUYECKOro 06beUHEHNS BbICOKOTEXHOMOMMYHOMO 1abo-
paTopHOro 060pyA0BaHNS NOCPELCTBOM Kak KOHCTPYKTUBHOIO peLleHns NPOU3BOANTENS, TaK U C UCMO/b30BaHu-
€M [ONONHUTENbHbIX YCTPOWCTB Ha 6a3e MeaULIMHCKO nabopaTopuy C aBToMaTUYeCckuM nepemeLleHnemM npoob.

MpumeyaHune — VHTerpayms o6opyaoBaHns NO3BONSET CO3A4aBaTh €ANHYI0 NPON3BOACTBEHHYIO IVMHNIO KNN-
HUKO-AMarHocTUYeckoii naéoparopuu, NPOeKTUpyemMyto MHANBUAYaNbHO C y4eTOM MOLLHOCTY na6opaTopum, BUA0B Uccre-
[l0BaHW. BbIGPAHHOIO TEXHOIOTMYECKOTO peLleHns, a Takke pasMepoB M pacCTaHOBKM nabopaTopHOro o6opyAoBaHus.
(Mocobue Kk MICH 4.12-97. Nleye6Ho-npodunaktuyeckue yupexaeHus. Pasgen lll. Boinyck4. narHocTuyeckme otaene-
HuA: KnuHrko-gnarHocTnyeckme nabopatopuu. MaTtanoroaHatomuyeckne otaeneHus. biopo (otaenenus) cyaebHo-mem-
LIMHCKOW 3KcnepTusbl].

3.12 moTtopa: O6lee onncaHne NOrMYECKOt NocnegoBaTesIbHOCTY onepauuii Nnpu NPoBeAeHUU uccne-
[OBaHWA, N3MEPEHUiA ANA ONArHOCTUKN UH BUTPO.

3.13 meToAMKa M3MepeHwuii: [leTanbHoe onucaHue U3MepeHWin B COOTBETCTBMU C OAHUM unun 6onee
MEeTOoAO0M.

MpumeyaHnsa:

1 MeToamnKy nsmepeHuii 06bI4YHO ONMCBIBAKOT 4OCTATOYHO NOAPOGHO 1 NpeACcTaBAAT a Buje JoKyMeHTa (MHCTPYK-
Lmn) No3BoNstoLei NoNb30BaTeNo BbINOMHUTL U3MepeHune.

2 MeToavka n3mMepeHuss MoXeT BK/louaTb MHhopMaLuio 0 HeonpeaeneHHOCTN U3MepeHuii.

3 B psige cnyyaeB MeToAMKa M3MepPEeHUii nponucaHHas B MHCTPYKUUAX A5 NONb30BaTeNsl MOXeT paccmaTpuBaTbes
Kak cTaHjapTHas onepauunoHHas npouegypa (SOP).

3.14 nepBu4Hasa npo6upka: lMpobupka nam NHOI cocyf, B KOTOPbIV MOCTynaeT 6uomarepuan Henoc-
PEACTBEHHO OT MauMeHTa.

3.15 npoba: [JocTaTo4yHOe KONMYeCcTBO BUOMOrMYECKOro MaTepuana, B3aToro y yenoseka f4n1a nabopa-
TOPHOro nccnenoBaHus.

3.16 cpeAcTBO M3MepeHnin: TexHUYeckoe YCTPOMNCTBO, NUCMO/b3yeMOEe A/15 BbINOSIHEHUS U3MEPEHWI,
B TOM uYuc/ie, B COMETAHUUN C OAHUM WU HECKOIbKUMU AOMOMHUTENbHBIMK yCTpoicTBamu. [6]

MpumevaHuns

1 TexHWYeckoe CpefcTBO, NpefHa3HauYeHHOe AN U3MEPEHUIA, NMeloLee HOPMUPOBaHHbIe MeTposiornyeckme xa-
pakTepucTuk1. BOCNpousBoAsLiee 1 (Un) xpaHswee eguHuLy U3NYeckoi BENYUHBI, pa3mMep KOTOPOI NPUHMMAlOT He-
N3MeHHbIM (a npedenax yCTaHOB/IEHHON NOrPeLHOCTN) B TeYeHne U3BECTHOro MHTepBasa BPpeEMEHMU.

2 lMpusepeHHOe onpejeneHne BCKPbIBAeT CyTb CPeACTBa U3MepeHWii, 3akniovaloLLylocs, BO-NepPBbIX, B «YMEHUN»
XpaHUTb (MM BOCMPON3BOAUTL) eANHULLYY (DU3NYECKOl BEMNYMHBI, BO-BTOPbIX, B HEM3MEHHOCTW pasmepa XpaHuMoii efu-
HULbI. 3TV BaXKHeline haKkTopbl M 06YCN0BIMBAIOT BO3MOXHOCTb BbINO/IHEHNS U3MepeHus (ConocTaBeHne ¢ eanHnLei),
T. €. «4enalnT* TexHn4yeckoe CpefCTBO CPeACTBOM N3MepeHuii. Ecnun pasmep eAnHuLbl B NpoLecce U3MepeHuii n3ameHseT-
cs 6onee, YemM yCTAHOBNEHO HOPMaMU, TakUM CPEACTBOM Hesb3s NOy4nTb pe3ynbTaT c TpebyeMoii TOUHOCTb0. DTO 03Ha-
YyaeT. YTO U3MepATb MOXHO NNLLb TOTAa, KorAa TeXHNYeckoe cpeacTBo, NpefHasHauyeHHoe AN 3TOW Lenun, MoxXeT XpaHuTb
eAVHNLY, O0CTAaTOYHO HEN3MEHHYIO N0 pasMepy (BO BPEMEHN).

3 Tpu OuEeHUBaHUN BEINYMH MO YC/IOBHbIM LUKaAaM LUKaibl BbICTynaloT kak 6bl «CpeACTBOM U3MEpEeHuii» aTux Be-
nnuunH. (9]
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3.17 TeXHUYecKne CUCTEMbI U YCTPOCTBA C U3MEPUTE/NIbHbIMU (PYHKUMAMA: TexHUYeckue cucte-
Mbl U YCTPOIACTBA, KOTOpbIe HAapsiAy C UX OCHOBHbIMY (DYHKLMSIMU BbINOJIHAT U3MepUTENbHbIE (PYHKLMN.

MpumevyaHnA

1 KTexHn4yeckum cuctemam n ycTpoiicTBaMm C M3MepuUTeNbHOW (hyHKLUMel OTHOCUTCA BbICOKOTEXHOO0rNYHOoe nabo-
paTopHoe 060pyaoBaHue, BkIovaloLLee a ce6a Hanbonee NosHbIN Npouecc n3MepeHus. laHHble, NONyYeHHble BO BpeMs
aTana u3MepeHns Ha BbICOKOTEXHOIOTMYHOM nabopaTopHOM 060pyAo0BaHUM, NUCNONbL3YOTCS ANA nNpeobpa3oBaHns B Ka-
YeCTBEHHbIE UIN KONTMYECTBEHHbIE laHHbIE C MOMOLLbI0 BCTPOEHHOIO 060pyj0BaHMA 1 NPOrpaMMHOro obecneveHuns. laH-
Hble N3MepeHUs He ABASAIOTCA NPAMbIMU, U MPU NOATBEPXAEHUN COOTBETCTBUA (B BUAE perncTpaunm nam ceptudurkamm)
[aHHOro o6opyf0BaHNs NPOBOAUTCA NOATBEPXAEHNE (aTTecTauns) MeTOANKN 3MEpPEeHus.

2 O6s3aTeNbHble TPebOBaAHNA K TEXHUYECKMM CUCTEMAM W YCTPOWCTBAM C M3MepPUTENIbHbIMU (DYHKLMAMMU, & Takke
¢hOpMbI OLLEHKM NX COOTBETCTBUS yKa3aHHbIM TpeboBaHNAM ycTaHaBAMBalOTCA 3akoHOAAaTeNbCTBOM Poccuiickoii depepa-
LK O TEXHNYECKOM perynnposaHuu. (2)

3 B COOTBETCTBUM C AeCTBYIOLWNM 3aKOHOAATE/TbCTBOM OTBETCTBEHHOCTb Ha BCeX aTanax obpalleHuns BbICOKOTeX-
HOJTOTMYHOTO 1abopaTopHOro 060pyAOBaAHUS HA PbIHKE HECET MPOU3BOANUTESb UM €70 aBTOPU30BAaHHbI NpeAcTaBUTE Nb.

4 Tpeb6oBaHUS K COCTAB/IEHNIO TEXHUYECKUX 3aaHWii A/ NPpOBeAeHUs
rocyapCTBEHHbIX 3aKynoK

TexHunyeckne TpeboBaHUSA AOKHbI:

- cofepXaTb XapaKTepUCTUKMA BbICOKOTEXHOOTMYHOIO 1abopaTopHOro 060pyA0BaHUs C TOUKN 3peHns
ero npegnonaraemMoro UCnosib30BaHNsi KOHEYHbIM NOTPebuTenem:

- He 6bITb U3ObITOYHBLIMY;

- He MCKMYaTb KOHKYPEHLMIO NPUW 3aKynke BbICOKOTEXHOIOTMYHOro NabopaTopHOro o60pyaoBaHus;

- obecneuynBaTb BO3MOXHOCTb LUMPOKOrO BbibOpa C TOUYKM 3pEHMS LEHbI 1 KaYecTBa ToBapa.

TexHuyeckne 3afaHus AN rocyfapcTBEHHbIX 3aKynoK paspabarbiBatloTCA 3aKka3unmkom ¢ y4eTom Tpebo-
BaHWli 3aKoHOAaTeNbCTBA O pas3MeLLeHUU TOCY[ApPCTBEHHbIX 3aka30B (1]. aHTMMOHOMO/BLHOrO 3akoHoA4a-
TeNbCTBa M 3aKOHOJAaTelbCTBa O TEXHNYECKOM perynimpoBaHum [2].

4.1 HanmeHoBaHue 060pyA0BaHUS, €ro Ha3HayYeHne n Lesim UCNosib30BaHus

TpeboBaHMe KOHKPETM3NPYETCS roCy4apCTBEHHbIM 3aKa3unkOM UCXO4A N3 Ha3Ha4YeHMs 060pyL0BaHNS U
npegnonaraemoli cpepbl ero MeAULMHCKOTO NPUMEHEHUS.

4.2 OnucaHue obopyaoBaHus

Kaxkablii noAnyHKT 4aHHOTO NYHKTa A0/MKEH HYMEPOBaTbCS U COAEPXaTb HEOOX0AUMbIV NepeyeHb OYHK-
LMOHANbHbIX U TEXHUYECKUX XapaKTepucTuK, NOTPeOUTEsIbCKMX CBOMCTB, KOMMIEKTaLUWW, KONIMYECTBEHHbIE,
KayeCTBEHHbIE U MHble MoKa3aTesin, HeobxoauMble 3aka3unky (KOHEYHOMY NOMb30BaTEeSIH).

TOUYHbIE 1 YETKUE TEXHUYECKNE TPEeOOBaHNA SABNAOTCS NPeAnochIIKOi K TOMY, YTOGbI MOCTaBLLUK N0 3a-
npocy 3akasuunka NpeAcTaBu/ peasibHble U KOHKYPEHTOCMOCOGHbIE TEXHUYECKME U TEXHUKO-KOMMepueckne
npeanoxeHnss 6e3 3HaunTeNbHbIX OrOBOPOK, OTK/IOHEHWIA UAWN AOMOHUTENbHbIX YCNOBUIA.

TexHunyeckne TpeboBaHMA Ha MOCTaBKy 060pyA0BaHWS BbINOMHAKTCSA pas3fenbHO AN KaxAoro suaa
060pyA0OBaHUA 1 AOMKHbI BKIOYaTb B CEOS:

- TEKCT TEXHUYECKUX TpeboBaHuij;

- TabNnLy TEXHUYECKUX NokasaTenei.

B TeKCT TeXHUYeCKMX TpeboBaHMii BK1IOYAOTCS OCHOBHbIE XapaKkTepUCTMKN NOCcTaBnsieMoro obopyaoBa-
HusA. CornacHo TeXHN4Yeckum TpeboBaHNsaM, 3akynaemoe 060pyfoBaHue n MaTepuasbl, NPUMeHsieMble B 3TOM
060pyi0BaHUN, [O/KHbI OblTb HOBLIMU, HE WCMOJIb30BAHHLIMU paHee, NPeAcTaBNATb cO60li COBpPEMEHHbIEe
MOZe N1, Co3[aHHbIE C Y4eTOM NOCneAHNX OCTVXXEHUA B 061aCT KOHCTPYKLUUIA 1 MaTepuasnos.

TexHnyeckme TpeboBaHNsa AO/MKHbI 6bITb COCTaB/IEHbI TAKMM 06pa3om, YTo6bl 06ecneunTb MakcumMarb-
HO LUMPOKYH KOHKYPEHLMIO U B TO XXe BpeMs AaTb YeTkoe npeacTaBiieHne 0 Heo6xoAnmbIX cTaHgapTax 6e30-
NacHOCTM W KayecTBa WCNOJSIHEHWUS, MaTepuasiax W 3KCnayaTauMOHHbIX XapakTepucTukax 3akynaemoro
o6opyAoBaHWsA, TPAHCMOPTUPOBKE, YakoBKe M YC/IOBUAX XpaHeHUss 060pyAoBaHus.

Mpn cocTaBneHUN TEXHUYECKUX TPe6OBaHU HEOOGXOAMMO YUMUTbIBATh TO. YTO OHU HE A0/MKHbI UMETb
orpaHuuMTenNbHbIl XxapakTep. CTaH4apTbl U TEXHUYECKME cneumduKaLnm, yKkasbiBaeMble B KOHKYPCHON [OKY-
MeHTauun. AO/KHbI rapaHTUpPoBaTh CO6/I0AEHNE OCHOBHbIX TEXHUYECKNX TpeboBaHuii 1 Npounx TpeboBaHui
K 3aKynaemomy 060py0BaHuIo0.

B Tpe6oBaHUsX fO/MKHBI ObITb NPUBEAEHBI CBEAEHWS 0 KTMMATUYECKOM UCMONTHEHUW U KaTeropusix paame-
LeHns o6opygosaHusa no NOCT, ctenexu 3awmTtbl no FOCT, ypoBHe BMOpaLuu, LyMa, KOMMOHOBKE, pasMeLle-
HUM 1 Naowaakax o6enyxreaHmsa ob6opyfoBaHus, Macce 060pyaoBaHns, ero rabaputax (naowaam ans camoro
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npubopa) ¢ yMETOM UMEIOLLMXCH Y 3aKa3unka (KOHEYHOro Mosib30BaTeNs) MOMeLLEHNA 1 KOMMYHa bHbIX pecyp-
COB. MOHT&Xe, N/IaHOBbIX U KanUTasibHbIX PeMOHTax 060py0BaHNsA, YC/IOBUAM €ro CEPBUCHOTO 06CNYXMBaHUS.
Mo BO3MOXHOE™, B TEXHUYECKMX TPEOOBAHUSAX YKa3bIBAIOTCA KOHKPETHbIE CTaHAapTbl, NPUHATbIE B MeXAyHa-
poZzHoii npaktuke (TOCT P MCO/M3K, TOCT NCO/M3K. 3apeructpmpoBaHHble kak meansgenvs B P®), koTto-
pbIM [O/HKHO COOTBETCTBOBATL 3aKynaemoe obopygoBaHue, unu ctaigaptel Poccun (TOCT P).

4.3 TpeboBaHuVs K BpeMeHN HapaboTKkn 060pyA0BaHNA HA MOMEHT 3aKymnku

YkasbiBaeTcs, YTo 060pyAoBaHNe AOKHO ObiTb HOBbIM, PAHEE He UCMO/Ib30BaHHbIM, He aKCnayaTnupo-
BaBLUMMCS UM UMEeTb onpefeneHHoe Bpems HapaboTky (C y4eToM Banvpaunv 1 KanmbpoBKM Ha npeanpus-
TUN-U3rOTOBUTENE 1 B NPOLECCe TEXHUYECKUX UCMbITAHUIA NPW perucTpaumn MeauumnHCKoro n3genms) n ooiTb
ncnpasHbIM.

4.4 TpeboBaHVSA K NOCTaBLUNKY 060pYyAOBaHNA U ero OTBETCTBEHHOCTH

WcnonHntens fo/MKEH UMETb YCTaHOB/IEHHbIe 3aKOHOAAaTe/IbCTBOM 1 HOPMAaTVBHO-NPaBOBbLIMW akTaMu
Poccuiickoii ®egepauuv OKyMEHTbl, NOATBEPXAAOLWMe COOTBETCTBME OKa3blBAeMbIX YCAYyr TpeboBaHMAM
[ecTByOLWMX HOPMATUBHO-NPaBOBbIX akToB Poccuiickoil ®efepanmn. OTBETCTBEHHOCTL 38 CBOEBPEMEHHOE
npoA/ieHne Taknx 4OKYMEHTOB NeXxuT Ha icnonHutene. VicnonHutens npegoctasnseT 3aka3ynky Konum goky-
MEHTOB. MOATBEPXAALNX COOTBETCTBME OKasblBaeMbIX YCNYr TpeboBaHWAM AeiCTBYIOLNX HOPMAaTUBHO-
npaBoBbIX akTOB Poccuiickoii ®eaepavuu.

4.5 TpeboBaHne 0 Heo6x0AMMOCTN 0becneveHns B3anMoaelicTBMA NOCTaB/SEMOro

obopygoBaHua ¢ 060pyA0BaHNEM, NCMOb3YEMbIM 3aKa3yunkom

Mpn Heo6X0ANMOCTH, yKa3biBalOTCA BapuaHTbl 06ecneyeHns B3anMogeicTBUS UMEeLOLLEerocs y 3akasum-
Ka 060opyf0BaHuA C 3aKynaeMbiM 060pyf0oBaHMEM (BO3MOXHOCTb NOAK/IIOYEHUS K nabopaTtopHoii nHdopma-
LIMOHHOW cucTeme, eiMHbI NPOTOKO 06MeHa AaHHbIMW, NPOrpaMMHas COBMECTUMOCTb W Mp.).

4.6 TpeboBaHUA K pa3mepaMm 060pyAoBaHUA

TpeboBaHus K pasmepam 060pya0BaHNsA HOPMUPYIOTCA NCXOASA U3 UMEKLLNXCS Y 3aKa34unKa (KOHeYHO-
ro nosb3oBartens) naowagein UM ¢ y4eToM WX PEKOHCTPYKUUWU. PEKOHCTPYKUMA uMelowmxca nnowagen
onpejenseTcs 3afaHNeM Ha NPOeKTUpoBaHue, B 3aBMCUMOCTM OT MOLLHOCTW nabopaTopuu, BUAOB Ucciepo-
BaHWi. BbIGPAHHOTO TEXHOMOMMYECKOTO peLleHmsi, a Takxxe pa3sMepoB 1 pacCcTaHOBKM TabopaTopHOro obopy-
[0BaHus.

4.7 TpeboBaHuVs K NpegnpoAaxHOW NnoaroToBke o6opyaoBaHUs

TpeboBaHWA K NpeanpoAaxHON NoAroToBke 060pyA0BaHNA KOHKPETU3NPYIOTCS 3aKa3uymKoMm.

MpegnpoAaxHan NoAroToBka 060pyAoBaHNS NPOBOAWNTCA Ha Cknaje KOMMNaHuu-nocTasLLvKa.

4.8 TpeboBaHMA K pacxofam Ha aKcnayaTaunto 060pyAoBaHNs, K NOCTaBKe PacXo4HbIX

MaTepuasioB 1 CONyTCTBYOLEro o6opyAoBaHusa Ansa obecneyeHns PyHKLUNOHNPOBaHNA

1 aKcnnyataumm obopygosaHus

Mpy HEO6X0AMMOCTK, YKa3blBAETCA YTO. HANPUMEp, Pacxofbl Ha aKcnayaTaumio 060pyaoBaHns B TOUeHWe
mecsua (kBapTana, nonyrogus, roga u np.) He AO/MKHbI NpeBblwath 6onee 10 % CTOMMOCTV 060pyA0BaHMSA.

B aTom pasgene Heo6xo4MMO NepeyvncnnTb PacXofHble MaTepuarsbl, KOTopble 3aka3unk HamepeH no-
ny4nTb BMecTe ¢ obopyfoBaHneM. TpeboBaH/a No nepefaye 3aKka3umky CTapToOBOro KOMMeKTa pacxofHbIX
maTepuasnos AN NepBUYHON aKcnayaTaumm ToBapa B TeyeHne Tpebyemoro cpoka KOHKpPeTU3NpyTCs rocy-
[apCTBEHHbIM 3aKa34YnKOM.

4.9 TpeboBaHMVA K KayecTBy 060pyA0BaHUs, 6e30NacHOCTY MeAULMHCKOro nepcoHana

1 3aluTe oKpyxaroueli cpefbl

TpeboBaHus K Ka4ecTBy U 6e30nacHOCTU 060pyA0BaHMA U €ro NOTPEOBUTENLCKMM CBOMCTBAM KOHKpPETU-
31PYHOTCA rOCYyAapCTBEHHBIM 3aKa34MKOM.

B cnyyae ecnv oT MCNONHUTENS B NpOLLecce BbINO/THEHNA KOHTpaKTa TpebyeTcs OCyLLecTBUTbL CTpaxosa-
HVe OTBETCTBEHHOCTY Nepes TPeTbMMMN AULAMK, WU eCNv MOCTaBKM 1 CONYTCTBYIOLLNE YCTYTN CBA3aHbI C BO3-
MOXHOW OMacHOCTbI A/1 XWU3HW U 3[,0POBbS MIOAEA UM 3KONOrMyeckum yuiepbom, B faHHOM pasgene
[OMKHBI BbITh faHbl COOTBETCTBYIOLME HEO6XOANMbIE TPeboBaHuS.

4.10 TpeboBaHUA K rapaHTURHOMY M NOCTrapaHTUIRHOMY OGCTYXUBaHUIO

TOYHO yKasbiBaeTCA NPOAOIKUTENbHOCTL rapaHTUIHOTO CPoKa M MecTO BbINO/IHEHUS paboT no rapaH-
TUAHOMY 06CNYXMBaHWIO, YCTaHaBNMBaeMOe N0 YCMOTPEHUIO rOCYapCTBEHHOrO 3akasuvka. apan™iiHbli
CPOK HE MOXET ObITb MeHbLLEe rapaHTUIiHOrO cpoka npoussoauTens (nsrotosutens). CnepyeT YeTKoO ykasaTb
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06513aHHOCTU NOCTaBLYMKa (MCNOSHUTENSA, NOAPSAUMNKA) B TeUEHMEe rapaHTUAHOTO cpoka - 0683aHHOCTM Mo
npochnnakTM4eckMM OCMOTpamM U MeponpuUSATUSM, NO rapaHTUiiHON 3aMeHe U pPeMOHTy AeTanei, no npeg-
OCTaB/MIEHUI0 B MOJIb30BaHME Ha BpPEMS PEMOHTa aHa/orMyHOro ToBapa, no 3abopy v Bo3BpaTy ToBapa
TpaHCnopToM nocTaBLuKa U T. 4.

CnegyeT Takxke yka3biBaTb NEPUOANYHOCTb TEXHUYECKOTO 06CnyXmBaHus. MNpu npoBeseHnn 06Cnyxu-
BaHMA 060py[0BaHMA OOMKHbI MCNOMb30BaTLCSA MHCTPYMEHTbI, KOHTPO/IbHO-U3MEPUTE IbHbIE NPUBOPBLI, pac-
XO4Hble Matepuanbl, KOMNAEKTYOLWMe, 3anacHble 4YacTu, COOTBETCTBYHOLWME TPebOBaHUAM K TEXHUYECKOMY
06CMYXMBAHWIO N PEMOHTY, NMpeAbsaBAsSeMbIM NPOM3BOAMTENEM 060PYA0BaHNS.

B faHHOM pasfene MoryT 6biTb NPUBEAEHBI AaHHbIE O rapaHTUIAHOM CpOKe aKcnyaTauum o6opyaoBa-
HUSA. rapaHTuiiHO HapaboTke (8 NnpeAenax rapaHTUINHOIO CpokKa 3Kcn/yaTaunum), rapaHTUm NPaBUILHOCTY Bbl-
60pa BcnomoraTenibHOro 060pyA0BaHNS KOMM/IEKTHOW MOCTaBKWA. 34EChb e MOXEeT NPUBOAUTLCSA NepeyeHb
3anacHbIX yacTeli 1 nNpucnoco6neHnii Ha Nepuos rapaHTUitHOl akcnyaTtaumMm 060pya0BaHUs U Ha Nepuog
noc/ie OKOHYaHWsA ero rapaHTuitHol akcnayaTayluu.

4.11 Tpeb6oBaHus N0 06bEMY rapaHTUii KayecTBa ycnyr

TpeboBaHMsA K KauecTBY 060pyL0BaHMSA U €ro NOTPe6GUTEIbCKMM CBOCTBAM KOHKPETU3NPYTCSA rocyaa-
PCTBEHHBIM 3aKa34MKOM.

YKa3bIBaTCSA MUHUMA/IbLHO NpUeMieMble AN rocyAapCTBEHHOrO 3aka3umka Wav XecTKO YCTaHOBMEeH-
Hble 06513aHHOCTM NOCTaBLUUKa B rapaHTUAHbIA Nepuog,.

4.12 Tpeb6oBaHUs K Nepefaye 3aka3yMKy c 060pyA0BaHHOM TEXHUYECKOM, cornacoBaHHoOM’

paspewnTesnibHON N UHOW AOKYMeHTauumn

TpeboBaHus kK Nnepegaye rocyapCTBEHHOMY 3aKka3unKy TEXHUYECKMX U MHbIX OKYMEHTOB NpW NocTaBke
060py0BaHNSA KOHKPETU3NPYIOTCS 3aKa3uMKOM. YKasbiBalTCA ALOKYMEHTbI, CONPOBOXAatoLme nocTaBKy 060-
pyZOBaHuA. BbINOSIHEHUE paboT, okasaHue ycnyr, Hanpumep, 4To 3TN OKYMEHTbI 0/KHbI OblTb NepeAaHbl Ha
A3blKe NPON3BOANTENSA C NEPEBOAOM Ha PYCCKMWIA A3bIK.

4.13 TpeboBaHMA K CONYTCTBYIOLEMY MOHTaXy NOCTaB/IEHHOTO 060pyA0BaH1S,

MyCKOHaNnago4HbIM N MHbIM paboTam

TpeboBaHMA K MOHTaXy MOCTAB/IEHHOTO 060pYyA0BaHMA U NyCKOHaNaA04YHbIM paboTam Ha MecTe y 3a-
Ka3uuka (KOHeYHOro nosib3oBaTe i) KOHKPEeTU3NPYHTCA rOCYyAapCTBEHHbLIM 3aKa3UKOM.

4.14 TpeboBaHUSA K BbINO/IHEHMIO CONYTCTBYIOWMNX paboT, okazaHUo CONYTCTBYHOLWMX YCNyr

TpeboBaHuA K fOCTaBKe, pasrpyske, npefocTaBneHnio NANICTPaTUBHBLIX MaTepuanos, NOCTaBkaM KOM-
naekTa pacxofHblXx Marepuasos v ap.

4.15 TpeboBaHMSA K KOSIMYECTBY, NEPUOANYHOCTUN, CPOKY U MECTY MOCTaBOK

Cpokn (nepviogbl) nocTaBkum 060pyA0BaHUA (yYkasbiBaeTCA KOHKpeTHas KaseHgapHas gata, Wim MUHU-
MasibHO npuemaemMas 415 rocygapCcTBEHHOrO 3akasuunka gata nocTtaBku, unm nepuog (Nepuogbl), B TeueHne
KOTOporo (KOTOpbIX) LO0/MKHO ObITb NOCTaBEHO 060pYyAOBaHUE, UK CPOK C AaTbl 3akKNto4eHus gorosopa (ynna-
Thl aBaHCa WM MHOT0), B TEYEHNE KOTOPOro A0/MKHA ObITb OCYLLLECTBIEHA NOCTaBKa, UK NpuiaraeTcs rpagmk
NeprmoAnYHOCTM NOCTaBOK).

4.16 TlMopsgok caavn n NnpMeMKn o6opyaoBaHus

Mopagok caayun 1 npuemkyn 060pya0BaHNs KOHKPETU3MPYETCS roCyAapCTBEHHbLIM 3aKa3uMKOM.

YKa3biBalOTCA MeponpuaTUsa no obecneyvyeHunto caayum u npueMkun o60pyAoBaHUsA No Kaxaomy atany no-
CTaBKV U B LLe/IOM, CoepXXaHne 0TYETHOM, TEXHNYECKOW U MHOI AOKYMeHTauun, nognexalleii ohopMaeHUo 1
cfiaye No KaxaoMmy atany U B LesloM (TPeboBaHUs UCMbITAHWUIA, KOHTPO/IbHbIX MYCKOB, NOANUCAHNS aKTOB TeX-
HUYECKOro KOHTPO/ISA, MHbIX OKYMEHTOB Npu caadye o60pyaoBaHus).

5 Tpe6oBaHus, BK/lOYaeMble B TEXHUUYECKOE 3afaHMe Ha aBToMaTuyeckue
aHanmsaTtopbl AN 6UOXUMUYECKUX UCCNefoBaHuii NS uenei
rocyfapCTBEHHbIX 3aKynokK

Mpn hopmMmMpOBaHUN TEXHNYECKOTO 3afaHns AN Leseil rocyapCTBEHHbIX 3aKynoK K aBTOMaTnyeckim
aHanusaTopaM 3aka3yuk pykoBOACTBYeTCA HacToAwmum FTOCToM v B 3aBUCUMMOCTU OT Leneli, CToAwmux nepes
MeaMUMHCKOlM nabopaTtopueii, ncnosb3yeT Heo6XxoAnMbIe NO3ULMN TEXHUYECKNX TpeboBaHuii 6e3 pernameH-
Taumm ux KonuyecTaa.

OfHOBpPEMEHHOE UCMOJIb30BaHME B3aMMOUCK/IUaOLNX TpeboBaHuiA He fonyckaeTcs.
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5.1 HavmeHoBaHVe 060pyA0BaHUsl, ero Ha3HaYeHue U Lenn NCnosib30BaHus
ABTOMAaTUUECKMII aHaNM3aTop ANns 6UOXUMUYECKUX UCCNefoBaHunil (Unu Apyrue aHanmsartopsl Ans 6uo-
XMMUYECKMX UCCMEf0BaHuiA C aBTOMaTu3alueii npoyecca uccneoBaHuii)

NMpumeyaHue— B TexHUYECKOM 3ajaHun 3anpeLiaeTcss UCMNoNb30BaTh PUPMeHHble Ha3BaHusi 060py-
LOBaHusA.

MpUHUMN U3MEePEeHUst U MEeTOAbI, YKa3blBalOTCS, €CNY B/IMSIOT HA YYBCTBUTE/IbHOCTb, CNEeLUdUYHOCTb U
BOCMPOM3BOANMOCTb UCC/IE0BaHNIA.

5.2 3Hauyumble TeXHUYecKne TpeboBaHUA K 6BUOXMMNYECKUM aHanm3aTopam

5.2.1 Tpeb6oBaHusA, 0OYC/IOBNEHHbIE HA/IMYMEM Y KOHEYHOTO NOJIb30BaTesiIi MatepuasibHbIX pe-
CYpPCOB N NoMeLlleHniA, CBA3aHHble C pa3sMeLleHNeM aHanmnsaropa y nosyyaresnss U KOMMyHanbHbIMU
pecypcamu nony4varens

- TN UCNOSIHEHUS aHann3aTopa (HaCTO/bHbIA UK HaNO/bHbIN);

- MakcMMasnbHO fonycTUMble rabapuTbl aHanm3aTopa (BbicoTa X ANVHA X WwupuHa (Mm));

- MakcuMasibHas njouwaib NoMeLLeHNsi, Heobxoaumas ANa pernaMeHTUPOBaHHON akcnlyaTaunm aHa-
nusartopa;

- TpeboBaHMsA N0 3HeproobecneyeHnto, HeobxogMMble 15 AKCMyaTauun aHanusaropa.

5.2.2 Tpeb6oBaHunA K 060pyA0BaHUIO MO UCMO/Ib3YEMbIM METOAAM

- Ha/Inune hoTOMETPUYECKOTO MeToaa;

- HaMyne NOTEeHUMOMETPUYECKOTO MeToa.

5.2.3 Tpeb6oBaHMA K NPON3BOAUTENBHOCTU (TECTOB B Yac)

- obwas/makcumansHas;

- NS POTOMETPUYECKNX TECTOB;

- AN NOTEHLMOMETPUYECKOro MeToaa.

5.2.4 TpeboBaHUA K YPOBHIO aBTOMaTU3aLUN U3MEPEHUSI

- aBTOMaTuyeckoe passefeHune obpasua B aHann3artope;

- aBTOMaTnyecKkoe rnepeHasHavyeHue Tecta npu noslyyeHUn HEKOPPEKTHbIX Pe3ynbTaTos;

- MporpammMupoBaHve npasuna N3MepeHus AN aBToOMaTU4yeckoro HasHavyeHns A0N0HNTENbHbIX Ucce-
[OBaHWli B 3aBUCUMOCTM OT NOJTyYaeMbIX pPe3ynbTaToB.

5.2.5 Tpe6oBaHuMA K ONTMM3aLUM TabopaTOPHOro NpoLecca npu akcnayaTaumm o6opyaoBaHunst

- MHTerpauus ¢ Apyrum nabopaTopHbiM 060pyaoBaHMeMm;

- NOAK/IYEHNA aHanmu3aTopa K 1abopaTtopHoli MHOPMaLMOHHO cucTeme;

- CKaHep LTPUX-KOA0B NPO6MPOK (BCTPOEHHbLIA WM BHELLHWIA);

- CKaHep LITPUX-KOA0B peareHToB (BCTPOEHHbIA WU BHELLHWIA);

- MYHUMasIbHOE KoNnyecTBo obpasua, Heo6xoaumoe 415 NPOBEAEHUS N3MEPEHUS;

- TUNbl GUOIOTMYECKNX XNIAKOCTE, KOTOpble MOTYT UCC/e0BaTLCS HA aHaIM3aTope;

- KonuuyecTBo obpasua, HeobxoanMoe A8 onpefeneHns KOHKPETHOro aHanuTa unu rpynmnbl aHaINToB;

- MakcMmanbHoe Kosm4yecTBO 06pas3LoB, eANHOBPEMEHHO 3arpyxaembix Ha 60pT aHanM3aTopa;

- MakcMmasibHoe KO/IMYecTBO METOANK, KOTOPble MOXHO BbIMO/IHATL Ha aHanm3atope 6e3 3ameHbl pea-
reHTOB.

- NCMONb30BaHNe NepBUYHbIX NPOBMPOK;

- UCMONb30BaHNEe BTOPUYHBIX NPOGUPOK;

- CPOYHble UccnefoBaHus.

5.2.6 TpeboBaHuMA K cucTeMam obecnevyeHns NpaBUILHOCTN aHa/IMTUYECKOro npoLecca

- AeTeKuns CrycTkoB B 06pasue;

- AeTeKuns ny3bIpbKOB U/Wn NeHbl B o6pasLe;

- feTekunst nNy3blpbKoB U/WAK MEHbl peareHToB;

- OTCYTCTBME NEPeKPecTHOro 3arpsa3HeHns 06pasLos.;

- KOHTPONb CTabunbHOCTM pPaboTbl NaMmnbl aHanmsaTopa.

5.2.7 TpeboBaHUS K Ka4eCTBY NOy4aeMblX B IpoLecce aKcnyaTaumum o6opyaoBaHns pesynbra-
TOB UCCNefoBaHui

- MMHUMasIbHas onpegenseMas KOHUeHTpauus, akTMBHOCTb aHanMTa/AuMnT getekumu/;

NMpumeuyaHune—BkayecTBe *X» ykasblBaeTCA KOHKPETHbI/i aHaNuT N COOTBETCTBYIOLNE eANHNLbI N3Me-
peHuii.
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- MUHUMAasbHAA BaIMAMPYEMAs KOHLEHTPALMA «X»/KOIMYECTBEHHbIN Npeaen onpeaeneHus.

MpumeyvyaHne — BkayecTBe «X» yKkasblBaeTCsl KOHKPETHbI/ aHaNUT U COOTBETCTBYIOLME EAUHNLBI €M0 U3ME-
peHuiA.

5.2.8 TpeboBaHWsA K HOMeEHKNaType BUAOB MCCef0BaHWiA, BbINO/THAEMbIX Ha 060pyA0BaHUMN
Oco6eHHOCTN MeTO0B BblAeNEHUS N BO3MOXHOCTU NX COBMELLEHNS B eAVNHNLY BPEMEHN:
- BO3MOXHOCTb OnpefenieHns «X»;

MpumeyaHne — BKayecTBe «X» MOXeT ObITb yKasaH KOHerTHbIVI aHannT nnuv rpynna aHanamtoa.

- HaNnuKe AONONHNTENbHBIX NOMIb30BATENIbCKMX KAHAU10B /19 NPOrpaMMUpPOBaHnA ccnefoBaHnii — He
meHee (WT.).

5.3 Tpeb6oBaHUA K BpemMeH HapaboTkn 060pyA0BaHNA HA MOMEHT 3aKymKu

Ha MomeHT noctaskn 060pyaoBaHue ABAAETCSA HOBbIM, He ObIBLUMM B 3KCM/lyaTaLum.

Bpemsa HapaboTkv Ansa sanujauun, kanmbpoBKM Ha NpeanpuaTUU-M3roToBUTENE U B NpoLiecce TEXHU-
4ecKuX UCMbITaHWii Npu perncTpaumn MeguLnHCKOTro N34enna B CPoke aKcnayataunm He yunuTbiBaeTcs.

5.4 Tpeb6oBaHUA K NOCTaBLNKY 060PYA0BaHNS M ero OTBETCTBEHHOCTU

MocTaBLWK AO/MKEH MMETb YCTaHOB/IEHHbIE 3aKOHOAATEe/NbCTBOM W HOPMATMBHO-NPABOBLIMU aKTaMm
Poccuiickoii depepaunmn fOKYMEHTbI, NOATBEPXAAIOLWME COOTBETCTBME OKasbliBaeMbIX YC/yr TpeboBaHuAM
[elCcTBYOLWMX HOPMATUMBHO-MPaBOBbLIX akToB Poccuiickoil ®epepauuy. OTBETCTBEHHOCTbL 38 CBOEBPEMEHHOE
npoAneHne Takux JOKYMEHTOB NexuT Ha MocTasumke. MocTaBLvK npefocTaBnseT 3akasunky Konuu foKy-
MEHTOB, MOATBEPXAAIOLMNX COOTBETCTBME OKasblBaeMblX YCNyr TpeboBaHUSAM [AeiCTBYIOLNX HOPMaTuB-
HO-NpaBOBbIX akToB Poccuiickoit ®epepauum.

5.5 TpeboBaHMe 0 HEO6XOANMOCTU Oo6ecneyeHNss B3aMMOLENCTBUSA NOCTaBISEMOro

ob6opyaoBaHusa ¢ o6opyaoBaHNeM N MHADOPMALMOHHbIMU CUCTEMAMU, NCNOb3yeMbIMU

3aKa3yMKoMm

O6opyfoBaHve [O/MKHO NOAKIYaTbCs K 1abopaTopHOW MHPOPMaLMOHHOW crcTeMe C UCNO/Ib30BaHU-
eM CTaHAapTHbIX NMPOTOKO/I0B O6MeHa JaHHbIMU.

5.6 Tpeb6oBaHusA K pasmepam o60pyAoBaHMSA

[lomxHbI 6bITb YKasaHbl:

- MVHUManbHble TPe60BaHNA K NOMELLEHWIO;

- MakCMMasibHO foNyCTUMble pa3Mepbl 060pyA0BaHNSA, UCXOAA U3 UMEIOLLNXCA Y KOHEYHOro nosb3oBa-
Tens naowagein unm c yueTomM ux pekoHCTpyKLmuKn, obecneymBatoLme 6e30nacHoCTb NnepcoHasna npu paboTe n
06CcnyXuBaHun, € y4eToM AeiCTBYIOLWUX HOPM AN MeANLUHCKUX nabopaTopuii.

5.7 TpeboBaHUA K NpeanpoAaxHO NoAroToBke 060pyAoBaHUsA

YKa3aTb KOHKpeTHble TpeboBaHUs 3akasyvka no NpeanpoAakHOW NoAroToBke aHanM3aTopoB, Hanpw-
mep:

- Hannune pelicTeytowero ceptTudukara CooTBETCTBUA Ha 060pyA0BaHuE;

- HanNnuMe pacxofHbIX MaTepmasoB HeE06X0ANMbIX ANA BaMAaL MM, yCTaHOBKM aHan3aTopoB 1 o6yye-
HUSA nepcoHana.

5.8 TpeboBaHUA K pacxofam Ha aKcnayaTauuto o6opyaoBaHNs, K NOCTaBke PacXo4HbIX

MaTepuasioB 1 CONyTCTBYIOLWEro o60pyAoBaHna ANa obecrneyeHns PyHKLNOHMPOBaHNSA

M aKcnayataunn obopyaosaHns

- PacxofHble matepuasnbl 45 BbINOMHEHWSA UCCNef0BaHNi «X». He MeHee (TecToB);

- pacxofHble MaTepuasbl, BKIOYas Kanubpartopbl, ANA BbINONHEHWA MCCNefoBaHui «X». He MeHee
(TecToB);

- pacxoaHble Matepuasbl, BKAO4Yasa Kaﬂi/lﬁpaTOpbl N KOHTPOJIbHblIE MaTepuasibl, 419 BbINO/THEHUA UC-
cnefoBaHuii «X». He MeHee (TECTOB).

MpumeuyaHne — BkayecTBe «X» yKasblBaeTCsl KOHKPETHbIV aHanuT.

- KOMMJ/IEKT MaTepunasoB /s TPOBEAEHNS 06CTY)XMBAHUSA BO BpEMSs aKcnyaTauum (neprog akcniyata-
LMK yKasbiBaeTcs B Mecsuax):

- KOMMEKT MaTepuanoB A5 NPOBeAeHUs] TEXHUYECKOTO 06CNYXNBaHUS aBTOPU30BaHHbIM CEpPBUCOM
(ykasaTb nepuog, aKkcnayatauum, HO He MEHEe rapaHTUiHOTO Cpoka MOCTaBLLMKA):

- cucTema NoAroTOBKM BOZb! C MPOU3BOANTEILHOCTLIO, AOCTATOUHOI A5 IKCN/TyaTaluy 060pyA0BaHUs:
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- UCTOYHVK BecnepeboiHOro NUTaHus, ykasaTb Bpemsi obecneyeHns aBTOHOMHOW paboTbl aHanmsaTopa,
He MeHee (MUHYT);

- TUN NpUHTepa (NasepHblil M CBETOANOLHbIN), NPOU3BOAUTENBHOCTL (CTPAHUL, B MUHYTY), LBETHOCTb
(4epHo-6enblii UK LUBETHOM).

5.9 TpeboBaHMA K KayecTBy 060pyA0BaHUs, 6e30MNacHOCTN MeAULMHCKOro nepcoHana

N 3almnTe oKpyxaroLeli cpegpbl

Be3onacHOCTb MeAULIMHCKOrO NepcoHana npu akcnayatauuy aHanm3aTopos AO/MKHA ob6ecneynBaTbes:

- KOHCTPYKLMei aHanM3aTopoB, KOTOPbIE A0/XHbI ObITb 6€30NacHbI NPV NCNO/1b30BaHUN OTAENBHO MW B
cocTaBe KOMMIEKCOB (CUCTEM) 1 Y0BNETBOPSATL TPEOOBAHNAM CTaHAAPTOB U APYroii HOPMATUBHO-TEXHUYEC-
KOV [OKyMeHTaLumu;

- KOHCTPYKLMEe 1 yCTPOiCTBOM 3/1eKTPOYCTaHOBOK A/191 NUTAHUS aHamM3aTopoB, KOTOPbIe A0/KHbI Y/10B-
neTBopsiTh «MpaBunam ycTpoiicTBa 3/1€KTPOYCTAHOBOK» W APYroii HOPMATUBHO-TEXHUYECKON AOKYMEHTaLuu;

- CUCTEMOV TeXHUYECKOro 06CNYXUBAHNSA 1 PEMOHTA 060pYyA0BaHNS;

- MPUMEHeHNeM YCTaHOBMEHHbIX Mep v CPeACTB 3aluThbl.

5.10 Tpeb6oBaHWA K rapaHTUAHOMY U MOCTrapaHTUNHOMY O6CNYXNBaHUIO

- MapaHTuiiHbIN cpok Ha nocTaBnseMoe 0bopyfoBaHne — He MeHee 1 roga;

- HanMume cepBUCHOI CnyxX6bl, cepTUdULMPOBAHHON Npon3BoAUTENIEM TOBapa, Ha Tepputopun Po;

- HaJIMYMEe CUCTEMbl YANEHHOTO MOHUTOPKHIA Pa6oThl aHasM3aTopa CEPBUCHOI CNyxX6oii Npon3Boau-
Tens 060py0BaHuUS;

- HanMuMe cnyxobl TEXHNYECKOV NOAAEPXKKA NMPOU3BOANTENS aHasM3aTopa.

5.11 Tpe6oBaHus K Nepefaye 3aKasuuky ¢ 060PyA0BaHNEM TEXHUYECKOW, COrNacoBaHHOM
paspeLwmnTesibHON 1 UHOI AOKYMEHTaL MK

- Hannune perncTpaumoHHOro yA0CTOBEPeHUs Ha NOCTaB/IsiEMble aHAIN3aTopbI;

- HA/IMuMe PEerucTpaLMoHHOTO YAOCTOBEPEHUs HA pacxofHble MaTepuanbl, Heo6XoAuMble Mpu
3KcnyaTauum aHanM3aTopos.

- Ha/IM4Ke PerncTpaLoHHOro YA0CTOBEPEHMUS HA PACXOAHbIe MaTepuasl, Heo6xoAnMble ANs UCCneao-
BaHWsl aHa/MTa Ha 060pyA0BaHNY;

- HaNMuKe aKcnyaTauuoHHOW OKYMEHTaLUMK aHanu3aTopa Ha pycCkoM s3bIKe.

5.12 Tpe60oBaHusl K CONYTCTBYHOLLEMY MOHTaXy MOCTaB/IEHHOrO 060py0BaHUs,
MyCKOHaNIaA04YHbIM 1 MHbIM paGoTam

BBo/ 060py0BaHUs B 3KCMJTyaTalyio OCYLLECTB/SIETCS CePTUULMPOBAHHBIMY CEeLaucTamm.
5.13 Tpe60oBaHWs K NOATOTOBKE U UHCTPYKTaXY MeAULMHCKOrO U TEXHUYECKOro NnepcoHana
3aKa3uuka

MHCTpyKTax nepcoHana KOHe4YHoro nosb3oBarens paboTe Ha aHanusaTope C Bblgayeli COOTBETCTBYHO-
LLNX [LOKYMEHTOB.

5.14 TpeboBaHUA K KONNYECTBY, NEPUOANYHOCTU, CPOKY M MOCTY MNOCTaBOK

- KonmyecTBo noctaBniseMoro o6opyaoBaHus (WT.);

- KONIMYEeCTBO NOCTaB/IsAeMbIX KOMMEKTOB, BK/OYaOLWNX B cebsa o6opyaoBaHue, pacxodHble matepuma-
Nibl U conyTCTBYOLee 060pyAoBaHMe.

5.15 Mopsagok caavm n NnpueMkn obopyaoBaHus

- MopsaoK Npuemkm-caayun oTAeNnbHbIX BULOB M 3Tanos paborT;

- NOpsAAOK Nepefayn UCNOMHUTESbHBIX JOKYMEHTOB;

- obecneyeHne Hagnexalux ycnosuin 4na npoBeAeHns npuemku-caaqn o6opyaoBaHus:

- HaNMyme nNporpaMMbl BEPUMKALNOHHBIX UCTbITAHUI U ee BbIMOIHEHMNE.

6 TpebGoBaHUS K 0DOPMIEHUI0 TEXHNYECKOTO 3ajaHuns
Ha BbICOKOTEXHOMOTMYHOE nabopaTtopHoe obopynoBaHne

3akasuuk opopmaseT T3 B COOTBETCTBUN C OOLMMUN TPe6OBAHNAMMN K TEKCTOBbLIM JOKYMEHTaM, ycTa-
HoBNeHHbIMU FTOCT 2.105—95. ®opma n3noxeHua T3 npusegeHa B NPUNOXEHUN A 1 MOXET OblTb NpeacTas-
NeHa Kak B TabnnyHoi hopme, Tak U B TeKCToBOM hopmaTe. CBefieHNs 0 cornacoBaHnn v yTBepxaeHun T3
pasmeLlalTcs Ha TUTYNLHOM fIUCTe.
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MpunoxeHune A
(pekomeHpaTenbHoe)

MpumepHasa popma «TexHU4YecKoro 3agaHus
Ha 3aKynKy BbICOKOTEXHO/IOTMYHOTO NabopaTtopHOro o6opyaoBaHusa»

«YTBEpPXKAAD»
PykoBOAMTENb OpraHu3aLmm

/

« * 201

TexHnueckoe 3afjaHue Ha 3aKymnky
BbICOKOTEXHOJIOTMYHOTO N1a60paTopHOro 060pya0BaHus

Ne HavmeHoBaHve pa3fenioB TEXHUYECKO 3aaHuns TpeboBaHUsA, NPCARABNSAELILIO K 3a4aHN0

1 HaumeHoBaHue 060pyfOBaHUS, €ro HasHauyeHue wu
LileSIM UCNO/b30BaHNsA

2 Onwucaxne o6opyaoBaHus

3  TpeboBaHus Kk BpeMeHu HapaboTkun 060pyfOBaHUS Ha
MOMEHT 3aKymnku

4 Tpe6oBaHWA K NocTaBLMKy 060py0BaHUS U ero oTBe-
TCTBEHHOCTY

5 Tpeb6oBaHne 0 Heo6xoAMMOCTN obecnevyeHus B3anmo-
AelicTBMA nocTaBnsieMoro obopygoBaHus ¢ 06opyao-
BaHWEM. UCMO/Ib3yeMbIM 3aKa34ynkoM

6 TpeboBaHus K pasmepam 060pyA0BaHUSA

7  TpeboBaHuA K NpeAnpojaxHoil nofarotoske obopypno-
BaHus

8 TpeboBaHMA K pacxogaMm Ha akcnayartauuio o6opypo-
BaHUS, K NOCTaBKe PacxofHblX MaTepuasnoB W comy-
TCTBYHOLWEro o6opygosaHmsa Ans obecnevyeHnsa QyHKLM-
OHVPOBAHWA 1 3KCNyaTauun o6opyAoBaHus

9  Tpe6oBaHus K kKauecTBy 060py0BaHUs, 6E30NacHOCTU
MeANLMHCKOro NepcoHana u saluTe okpyxatuieii cpe-

Abl

10 Tpe6oBaHWA K rapaHTUIIHOMY ¥ NOCTrapaHTUiiHOMy 06-
CNYXVBaHWIO

11  Tpe6oBaHusA N0 06bEMY rapaHTuii kayecTsa ycnyr

12 Tpeb6oBaHuA K nepefaye 3aka3uuky ¢ 060pyfoBaHNEM
TEXHUYECKOI, COr/TacoBaHHON paspeLlunTesibHOV 1 NHO
[lOKyMeHTaLum

13  TpeboBaHWA K CONYTCTBYIOLEMY MOHTaXy NOCTaBEH-
HOro o60pyAoBaHNsA, NyCKOHaNaA04YHbIM 1 NHbIM pa6o-
Tam

14  Tpeb6boBaHMA K BbINOSIHEHWIO COMYTCTBYKOLWMX paborT,
OKa3aHWIo COMYTCTBYIOLMNX yCNyr

15 TpeboBaHUs K KONMYECTBY, NEPUOAUYHOCTU, CPOKY WU
MeCTy NoCTaBOK
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Ne HavMeHoBaHWe pa3fenoB TEXHUYECKOTO 3aaHs Tpe6oBaHusi, NPebsBsSEMbIE K 3a[aHII0

16 TMopagok caayv n npuemkn o6opyaoBaHus

17 TIpUNOXeHUa K TEXHNYECKOMY 3aAaHunio

MpumeyaHunsn
1 Bce nonsa o6a3aTesbHbl K 3ano/IHEHNI0. B criyyae, ecny 3akasuuk He NpeAbsABseT KOHKPETHOro Tpe6oBaHus, To B

COOTBETCTBYIOLLEM MOJIe NPOCTaBNSETCA 3anuch «He npegbaBnseTca». «He TpebyeTcs» UAN Ap. B 3aBUCKMOCTU OT KOH-
TekcTa.

2 8 cnyyae ecnu 3akas3uuk cchopmynumpyet T3 HErpamoTHO, HEKOPPEKTHO UM HEKOHKPETHO BO3HMKAET BO3MOX-

HOCTb NpnobpeTeHns o6opyaoBaHna (ToBapa, paboTbl UKW yCAyrn), He oTBevatoLLero ero notpe6HocTaM. [laxe ecnm 060-
pyfoBaHMe COBEPLUEHHO He yCcTpanBaeT 3aka3umnka, HO Npu 3ToM cooTBeTcTByeT T3 3aka3uuka. 3akoH Ne 94-®3 He gaeT

HUKaKoli BO3MOXHOCTW 0TKa3aTbCs OT 3ak/oYeHus KOHTpaKTa.

PykoBoautens

CTPYKTYPHOrO nogpasgenexus

OTBETCTBEHHbIN
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-
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Buénuorpadus

depfepanbHblii 3akoH oT 21 niona 2005 roga Ne 94-d3 «O pasmMelleHUn 3aka30B Ha NOCTaBKM TOBAPOB, BbINOIHEHVE
paboT, okasaHue ycnyr Ana rocyAapCTBEHHbIX W MyHULMNANbHbBIX HYXa»

defepanbHblil 3akoH 0T 27 Aekabps 2002 roga Ne 184-d3 «O TeXHUYECKOM peryinpoBaHum*

depnepanbHblil 3akoH 0T 26 nioHa 2008 roga Ne 102-03 «O6 o6ecneyeHnn eauHCTBA U3MEPEHN»

PepfepasnbHblii 3aKoH 0T 26 ntona 2006 r. Ne 135-93 «O 3alynTe KOHKypPeHLun»

depnepasibHblii 3aKoH 0T 21 HOsI6pst 2011 r. Ne 323-d3 «O6 ocHOBax oxpaHbl 340p0Bbs rpaxaaH B Poccuiickoli depe-
paynmn»

MexayHapo/Hbili cnoBapb N0 METPOIOTMN: OCHOBHbIE 1 06LLME MOHSATUSI U COOTBETCTBYHOLME TEPMUHBI. (International
vocabulary of metrology-Bas»c and general concepts and associated terms (VIM) JCGM 200:2008) Mep. ¢ aHrn, u dp.
CM6.. HNO «lMpodeccuoHan», 2010

TepMUHONOrNS aHanuTM4ecknx nsmepexmnii. Beegernmne a ViIM 3. (Terminology In Analytical Measurement. Introduction
to VIM 3. Frst edition 2011) Mep. ¢ aHrn. M. Habopa. 2012

KnuHnyeckas nabopatopHas guarHoctuka: HauwoHanbHoe pykoBoAcTBO. B 2-x Tomax. Mog pen. B.B. [onrosa,
B.B. MeHblwukosa. FTI90TAP-Meguna. 2012

PekomeHgauum no FocysapcTBeHHas cucTema oGecnedyeHuss efuHCTBA M3MepeHuii. MeTponorus. OCHOBHble
MeXrocyfapcTBeH- TEPMUHbI 1 onpegeneHus

HOll cTaHgapTusauum
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